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SUMMARY: In this final rule, we respond to public comments
received and finalize provisions applicable to electronic
data transaction standards from two related proposed rules
published in the May 31, 2002 Federal Register. We are
also adopting proposed modifications to implementation
specifications for health care entities and others. 1In
addition, we are adopting modifications to implementation
specifications for several electronic transaction standards
that were omitted from the May 31, 2002 proposed rules.
EFFECTIVE DATES: These regulations are effective on [OFR-
Insert date 30 days after the date of publication in the
Federal Register]. The incorporation by reference of
certain publications listed in this final rule is approved

by the Director of the Federal Register as of [OFR-Insert
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date 30 days after the date of publication in the Federal
Register].

FOR FURTHER INFORMATION CONTACT:

Gladys Wheeler, (410) 786-0273.

SUPPLEMENTARY INFORMATION:

Availability of Copies: To order copies of the
Federal Register containing this document, send your
request to: New Orders, Superintendent of Documents, P.O.
Box 371954, Pittsburgh, PA 15250-7954. Specify the date of
the issue requested and enclose a check or money order
payable to the Superintendent of Documents, or enclose your
Visa or Master Card number and expiration date. Credit
card orders can also be placed by calling the order desk at
(202) 512-1800 (toll-free at 1-888-293-6498) or by faxing
to (202) 512-2250. The cost for each copy is $10. As an
alternative, you can view and photocopy the Federal
Register document at most libraries designated as Federal
Depository Libraries and at many other public and academic
libraries throughout the country that receive the Federal
Register. This Federal Register document is also available
from the Federal Register online database through GPO
Access, a service of the U.S. Government Printing Office.
The website address is:

http://www.access.gpo.gov/nara/index.html
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I. Background

A. Electronic Data Interchange

Electronic data interchange (EDI) refers to the
electronic transfer of information in a standard format
between trading partners. When compared with paper
submissions, EDI can substantially lessen the time and
costs associated with receiving, processing, and storing
documents. The use of EDI can also eliminate
inefficiencies and streamline processing tasks, which can
in turn result in less administrative burden, lower

operating costs, and improved overall data quality.

The health care industry recognizes the benefits of
EDI, and many entities in the industry have developed
proprietary EDI formats. However, with the increasing use
of health care EDI standards, the lack of common, industry-
wide standards has emerged as a major obstacle to realizing

potential efficiency and savings.

B. Statutory and Regulatory Background

1. Statutory Background

The Congress included provisions to address the need
for developing a consistent framework for electronic
transactions and other administrative simplification issues

in the Health Insurance Portability and Accountability Act
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of 1996 (HIPAA), Pub. L. 104-191, which became law on
August 21, 1996. Through subtitle F of title II of that
statute, the Congress added to title XI of the Social
Security Act (the Act) a new Part C, titled "Administrative
Simplification.”" The purpose of this part is to improve
the Medicare and Medicaid programs in particular and the
efficiency and effectiveness of the health care system in
general, by encouraging the development of standards and
requirements to enable the electronic exchange of certain
health information.

Part C of title XI consists of sections 1171 through
1179 of the Act. Section 1172 of the Act and the
implementing regulations make any standard adopted under
part C applicable to: (1) health plans; (2) health care
clearinghouses; and (3) health care providers who transmit
any health information in electronic form in connection
with a transaction covered by 45 CFR part 162.

In general, section 1172 of the Act requires any
standard adopted by the Secretary of Health and Human
Services (the Secretary) under this part to be a standard
that has been developed, adopted, or modified by a standard
setting organization (SSO). The Secretary may adopt a
different standard if the standard will substantially

reduce administrative costs to providers and health plans
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compared to the alternatives, and the standard is
promulgated in accordance with the rulemaking procedures of
subchapter III of chapter 5 of Title 5, U.S.C.

Section 1172 of the Act also sets forth consultation
requirements that must be met before the Secretary may
adopt standards. In the case of a standard that is
developed, adopted, or modified by an SSO, the SSO must
consult with the following Data Content Committees (DCCs)
in the course of the development, adoption, or modification
of the standard: the National Uniform Billing Committee
(NUBC), the National Uniform Claim Committee (NUCC), the
Workgroup for Electronic Data Interchange (WEDI), and the
American Dental Association (ADA). In the case of any
other standard, the Secretary is required to consult with
each of the above-named groups before adopting the standard
and must also comply with the provisions of section 1172 (f)
of the Act regarding consultation with the National
Committee on Vital and Health Statistics (NCVHS) .

Section 1173 of the Act requires the Secretary to
adopt standards for transactions, and data elements for
such transactions, to enable the electronic exchange of
health information. Section 1173 lists the transactions
and sets out requirements for the specific standards the

Secretary is to adopt: unique health identifiers, code
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sets, security standards, electronic signatures, and
transfer of information among health plans.

Section 1174 of the Act permits the Secretary to make
modifications to any established standard after the first
year, but not more frequently than once every 12 months.

It permits the Secretary to modify an initial standard at
any time during the first year of adoption, if he
determines that the modification is necessary to permit
compliance with the standard.

Section 1175 of the Act requires that covered entities
comply with modifications to standards or implementation
specifications made after initial adoption by stating that
the Secretary will designate a compliance date that may not
be earlier than 180 days after the modification is adopted.

We discussed HIPAA-specific legislation in greater
detail in the Transactions Rule (65 FR 50312) and the
December 28, 2000 final rule, "Standards for Privacy of
Individually Identifiable Health Information" (65 FR 82462)
(the Privacy Rule). Rather than repeating the discussion
in its entirety here, we refer the reader to those
documents for further information about EDI and the

statutory background.
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2. Regulatory Background

On May 7, 1998 (63 FR 25272) the Secretary proposed
Standards for Electronic Transactions and Code Sets. On
August 17, 2000 the final rule on Standards for Electronic
Transactions and Code Sets was published in the Federal
Register (65 FR 50312). 1In the August 17, 2000 final rule,
(the Transactions Rule), the Secretary adopted standards
for eight electronic transactions and six code sets. The
transactions are:

* Health Care Claims or Equivalent Encounter
Information;

* FEligibility for a Health Plan;

* Referral Certification and Authorization;

* Health Care Claim Status;

* Enrollment and Disenrollment in a Health Plan;

* Health Care Payment and Remittance Advice;

* Health Plan Premium Payments; and

* Coordination of Benefits.

The code sets are:

* International Classification of Diseases,
9“1Edition, Clinical Modification, Volumes 1 and 2;

* International Classification of Diseases,
9" Edition, Clinical Modification, Volume 3 Procedures;

* National Drug Codes;
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* Code on Dental Procedures and Nomenclature;

* Health Care Financing Administration Common
Procedure Coding System; and

e« Current Procedural Terminology, 4" Edition.
This final rule adopts modifications to the August 17, 2000
transaction and code set standards.
3. Statutory Requirements and Implementation Instructions
for EDI Standards

Section 1172 (d) of the Act requires the Secretary to
establish specifications for implementing each adopted
standard. However, because the implementation instructions
are voluminous, they were incorporated by reference in the
Transactions Rule. This approach, to incorporate by
reference, 1is commonly used by the Federal Register when
external organizations are tasked with developing standards
that are subsequently adopted as national standards. We
are using this approach in this final rule to adopt
modifications to the specified standards that were proposed
in the May 31, 2002 proposed rules, CMS-0003-P
(67 FR 38044) and CMS-0005-P (67 FR 38050).

C. Designated Standard Maintenance Organization (DSMO)

Process
In our May 31, 2002 proposed rule, CMS-0005-P

(67 FR 38050), we described in detail the process used by
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the Designated Standard Maintenance Organization (DSMO)
Memorandum of Understanding (MOU) for receiving, managing
and processing requested changes to the adopted standards.
CMS-0005-P identified the six DSMOs and explained that we
had used the process specified in the MOU to develop the
proposed modifications to standards adopted in regulations.
For ease of reference, we have included the DSMO names and
respective websites below. Both of the SSOs (Accredited
Standards Committee ASC X12N and the National Council for
Prescription Drug Programs (NCPDP)) that develop standards
adopted by the Secretary are DSMOs.
DSMO Names and Website Addresses

e Accredited Standards Committee X12N (ASC X12N)

(http://www.x12.0rqg) .

e Health Level Seven, Inc. (HL 7)

(http://www.hl7.0rg) .

* National Council for Prescription Drug Programs

(NCPDP) (http://www.ncpdp.org) .

* National Uniform Billing Committee (NUBC)

(http://www.nubc.orqg) .

e National Uniform Claim Committee (NUCC)

(http://www.nucc.orqg) .

e Dental Content Committee of the American Dental

Association (http://www.ada.orqg).



http://www.x12.org/
http://www.hl7.org/
http://www.ncpdp.org/
http://www.nubc.org/
http://www.nucc.org/
http://www.ada.org/
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For additional information regarding the DSMO change
request process, see the MOU document, which is available

at: www.hipaa-dsmo.org/mou.pdf.

As we stated in CMS-0005-P (67 FR 38050), a
significant number of change requests were submitted
through the DSMO process after the initial EDI transaction
standards were adopted in the regulations. Many of those
change requests were for changes that were considered by
the submitters to be essential to permit initial
implementation of the standards throughout the entire
healthcare industry. Those change requests addressed
specific details or elements within the implementation
specifications.

Changes considered essential for implementation of the
adopted standards were reviewed by the DSMOs and assigned
"fast track" status for development within the authority of
the DSMO process. (Other changes that were not considered
essential are going through the general change request
management process set forth in the MOU.) As specified in
the MOU, the DSMOs then presented those changes deemed
essential for initial implementation to the NCVHS. The
NCVHS held public hearings on those proposed changes
(transcripts of those hearings are available at

http://www.ncvhs.hhs.gov). The NCVHS recommended that the



http://www.ncvhs.hhs.gov)/
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Secretary adopt all of the changes proposed by the DSMOs as
modifications to the national standards. Those changes are
reflected in the modifications to standards that are
adopted by this final rule.
II. Provisions of the May 31, 2002 Proposed Rules

In the May 31, 2002 Federal Register, we published two
proposed rules, CMS-0003-P (67 FR 38044) and CMS-0005-P
(67 FR 38050). The two proposed rules proposed to adopt as
regulations certain modifications to adopted standards.

The first proposed rule is entitled "Modifications to
Standards for Electronic Transactions and Code Sets"
(67 FR 38044). Hereafter, for the purposes of this final
rule, we refer to this proposed rule as CMS-0003-P.
CMS-0003-P contained several proposed modifications that
pertained exclusively to revisions to certain electronic
data interchange (EDI) standards currently in effect for
retail pharmacy transactions and a repeal of the
designation of National Drug Codes (NDC) as the standard
medical data code set for reporting drugs and biologics on
non-retail pharmacy standard transactions.

The second proposed rule is entitled "Modifications to
Transactions and Code Set Standards for Electronic
Transactions" (67 FR 38050). Hereafter, for the purposes

of this final rule, we refer to this proposed rule as
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CMS-0005-P. CMS-0005-P addressed proposals to adopt
limited technical changes to implementation specifications
for the transaction standards that were deemed necessary to
implement industry-wide EDI standards.

Because both of these proposed rules proposed
modifications or technical changes to standards that the
Secretary of Health and Human Services (the Secretary)
adopted in the August 17, 2000 final rule entitled "Health
Insurance Reform: Standards for Electronic Transactions"
(65 FR 50312), we are combining them in this final rule.
Hereafter, for the purposes of this final rule, we refer to
the August 17, 2000 final rule as the "Transactions Rule."

Specifically, in CMS-0003-P, we proposed to adopt the
following:

* The National Council for Prescription Drug Programs

(NCPDP) Batch Standard Batch Implementation Guide,
Version 1, Release 1 (Version 1.1), January 2000, for
retail pharmacy drug claims, eligibility, and coordination
of benefits transactions, to replace the earlier version
(Version 1.0) that we had previously adopted in error. 1In
this final rule, we refer to this proposed standard as the
"NCPDP Batch Implementation Guide Version 1.1."

e The National Council for Prescription Drug Programs

(NCPDP) Batch Standard Batch Implementation Guide,
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Version 1, Release 1 (Version 1.1), January 2000, and the
National Council for Prescription Drug Programs (NCPDP)
Telecommunication Standard Implementation Guide, Version 5,
Release 1 (Version 5.1), September 1999, for the referral
certification and authorization transaction, to replace the
ASC X12N 278 - Health Care Services Review standard. In
this final rule, we refer to these two proposed standards
as the "NCPDP Batch Implementation Guide Version 1.1" and
the "NCPDP Telecommunication Guide Version 5.1,"
respectively.

e ASC X12N 835 - Health Care Claim Payment/Advice for
the retail pharmacy health care payment and remittance
advice transaction, to replace the NCPDP Batch Standard
Batch Implementation Guide Version 1.0 and the NCPDP
Telecommunication Guide Version 5.1.

e We also proposed to repeal the adoption of the
National Drug Code (NDC) as the standard for reporting
drugs and biologics on all transactions except retail
pharmacy transactions, also termed "non-retail pharmacy"
transactions below. This repeal would result in there
being no standard in place for reporting drugs and

biologics on non-retail pharmacy transactions.
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ITIT. Analysis of, and Responses to, Comments on the
Proposed Rules

In response to the May 31, 2002 publication of the two
proposed rules, we received over (300) timely public
comments. The comments came from a variety of sources,
including health care associations and societies, entities
named in the HIPAA legislation, health plans, DSMOs, health
care providers, Federal health plans, and private
individuals.

Our process of reviewing and associating like comments
identified areas of the proposed rules that required
additional review in terms of their effect on policy,
consistency, or clarity of the modifications to the
standards, and areas that were technical and specifically
related to the implementation specifications. We consulted
with the DSMOs on technical comments that related
specifically to the implementation specifications.

We present comments and responses generally in the
order in which the proposals appeared in the May 31, 2002
proposed rules. We begin with comments and responses about
the compliance dates, and continue with comments and
responses on the proposals in CMS-0003-P (67 FR 38044), and

those in CMS-0005-P (67 FR 38050).
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A. Compliance Date

Under the Act, as reflected in §160.104, the Secretary
establishes the compliance date for modifications to
standards. The compliance date must not be earlier than
180 days after the effective date of the adoption of the
modification. We had not proposed a compliance date in the
proposed rules.

The Administrative Simplification Compliance Act
(ASCA) (Pub. L. 107-105) was enacted on December 27, 2001.
This law provided an extension to the compliance date
adopted in the Transactions Rule (65 FR 50312) for covered
entities that submitted, by October 15, 2002, plans to the
Secretary indicating how they will come into compliance by
October 16, 2003. Small health plans were not provided
with an extension opportunity, but also have a compliance
date of October 16, 2003. Because this final rule is
modifying standards that are currently in effect and with
which compliance is otherwise required, ASCA is relevant.
ASCA did not address its effect on those covered entities
otherwise required to come into compliance by
October 16, 2002, or how modifications to standards were to
be implemented.

Comment: Numerous commenters expressed support for

the adoption of the modifications and stressed the urgency
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for implementing the modifications to meet compliance by
October 16, 2003. We received some comments requesting
clarification for the processing of non-compliant claims
submitted before the compliance date of October 16, 2003,
but processed after October 16, 2003. A few commenters
recommended extensions of up to 90 days after
October 16, 2003 to allow for an orderly migration to the
adopted modifications. The modifications to the
transactions are referred to collectively in this final
rule as the "Addenda." One commenter suggested that the
Department of Health and Human Services (HHS) establish a
transition period as a precedent for implementation of
future transaction standard versions, such as
ASC X12N 4050. One commenter asked for clarification as to
whether the ASCA extension was for 1 year after the 180-day
adoption period for the Addenda. We received a few
comments concerning the impact that publication of this
rule would have on the April 2003 ASCA HIPAA testing
requirements. One commenter suggested that HHS adopt the
ASC X12N 4050 Version implementation specifications,
instead of the ASC X12N 4010 Addenda.

Response: The effective date for this final rule is
30 days after the date of publication in the Federal

Register. Standards are adopted and implementation
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specifications are established as of the effective date of
this final rule. Trading partner agreements should
determine the processing requirements for non-compliant
claims submitted by covered entities that have requested a
compliance extension for the period between

October 16, 2002 and October 16, 2003.

To avoid confusion over the interaction between the
compliance dates for the original rule, the compliance
dates for these modifications, and the ASCA extension
dates, we have revised the regulations text at
45 CFR 162.900. Covered entities, other than small health
plans, that have timely submitted a compliance plan will be
required to come into compliance with the Transactions Rule
as amended by these modifications no later than
October 16, 2003. ASCA, however, complicates the
compliance picture greatly.

Hundreds of thousands of entities, including numerous
large health plans, have obtained l-year extensions under
ASCA. Consequently, those entities, as well as small
health plans, are not required to conduct covered
transactions in standard form until October 16, 2003, as
clarified at section 162.900. Section 162.923 (a) provides
that covered entities must conduct transactions as standard

transactions, except as otherwise provided in part 162.
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Thus, we interpret §162.923(a), when read with section
162.900, to mean that if both sides to a transaction are
not required to conduct it in standard form (that is, if
one side is required to conduct the transaction in standard
form but the other side is not), neither side is required
to conduct it in standard form, provided that the
requirements to §162.925 do not apply. Thus, for example,
even where a covered health care provider failed to submit
a compliance plan, it would not be required to comply with
the Transactions Rule with respect to the covered
transactions which it actually conducts during the period
of October 16, 2002 through October 15, 2003, insofar as
the transactions are with a health plan that is not
required to comply during this period because it (1) has
obtained a l-year extension under ASCA, or (2) is a small
health plan. Similarly, a health plan that is subject to
the October 16, 2002 compliance date would not be required
to conduct coordination of benefits in standard form with
another health plan , if the latter plan was not conducting
the transaction in standard form because it (1) has
obtained a l-year extension under ASCA, or (2) is a small
health plan.

Further, even where compliance is required (that is,

the October 16, 2002 compliance date applies to both sides



CMS-0003/5-F Page 19

to the covered transaction and neither covered entity
submitted a compliance plan), we recognize that the
modifications adopted as a result of CMS-0003-P and
CMS-0005-P are necessary to permit the transactions covered
by these proposed rules to be conducted in standard form,
and that such transactions could not feasibly be required
before the compliance date for the modifications in this
final rule, October 16, 2003. We will not invoke our
authority to penalize noncompliance with standards that our
own delay in issuing this final rule has made infeasible.
With respect to the remaining universe of transactions
with which compliance would otherwise be required, as
between covered entities that did not submit compliance
plans, we recognize that covered entities may find it
difficult to determine which of their trading partners must
also comply in this interim year, and may in good faith
mistakenly assume that the other side to a transaction is
exempted from the compliance requirement. We also note
that the failure to issue the modifications below earlier
has made testing of the standards between trading partners
difficult, if not infeasible. Also, complying with the
unmodified standards would result in implementation

problems and divert resources from complying with the
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modified standards, which will become the industry standard
in October 2003.

In light of these considerations, we have come to two
decisions. First, we are affording those covered entities
that have a present compliance obligation the opportunity
to comply with either the unmodified transaction standards
or the modified transaction standards in this interim
l-year period. This policy is reflected in §162.900(c) (1)
below. Second, we intend to take into account the numerous
obstacles to compliance that exist and will work with
covered entities to bring them into compliance during this
interim period, through among other things, corrective
action plans. We will reserve our authority to penalize
noncompliance for those cases of noncompliance where such
voluntary efforts fail or where covered entities fail to
make reasonable efforts to come into compliance.

The modifications proposed in the two proposed rules
published on May 31, 2002 and promulgated in this final
rule were expressly designed and adopted to assist
compliance with the standards. These modifications will,
no doubt, greatly facilitate the process of becoming
compliant.

We accordingly believe that publication of this final

rule and the adopted revisions in the Addenda permit
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sufficient time to meet the ASCA testing requirements for
April 2003, and the October 16, 2003 compliance date.
Trading partner agreements should determine the processing
requirements for non-compliant claims submitted by covered
entities that have requested a compliance extension until
October 16, 2003.

ASCA provided the option to obtain a l-year extension
to covered entities, excluding small health plans. We have
no statutory authority to extend the compliance dates
beyond this l-year extension period. We also believe that
extending the compliance dates further, were we permitted
to do so, would place additional and unacceptable burdens
on covered entities that are compliant on schedule.

With regard to adopting the 4050 Version of the
Implementation Guides, it is our understanding that the
healthcare industry is in the midst of implementing the
4010 Version of the Implementation Guides. Adopting a new
version of the guides would unfairly burden those who are
completing the testing and implementation of the
4010 Version. Also, when covered entities are fully
functional with the 4010 Version and its Addenda, they will
have a better opportunity to assess improvements for future

versions of the Implementation Guides.
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B. Responses to Comments on CMS-0003-P (67 FR 38044)

1. Retail Pharmacy Batch Transactions

In CMS-0003-P, we proposed that the Secretary adopt
the NCPDP Batch Implementation Guide Version 1.1,
supporting NCPDP Telecommunication Guide Version 5.1 for
the NCPDP Data Record in the Detail Data Record. Adopting
this standard would enable covered entities conducting
retail pharmacy drug claims or equivalent encounter
information, eligibility for a health plan, and
coordination of benefits transactions to be able to submit
transactions in batches.

We had intended to adopt the NCPDP Batch
Implementation Guide Version 1.1 in the Transactions Rule.
However, an oversight resulted in the adoption of a batch
version that was not the equivalent companion to the
telecommunication standard that we adopted. The oversight,
if not corrected, would mean that retail pharmacy
transactions could not be batched. They would instead have
to be submitted individually.

Comment: One commenter observed that the NCPDP
Telecommunication Guide Version 5.1 did not contain all the
data elements required for their health plan to process the

claim.
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Response: The NCPDP, which is the SSO that developed
the NCPDP Telecommunication Guide Version 5.1, has
certified for us that the standard does allow the reporting
of information necessary to process retail pharmacy drug
claims. Because of the widespread support for this
transaction standard as expressed in the public comments
received and because of the assurance that essential data
elements are present in the NCPDP Telecommunication Guide
Version 5.1, the Secretary is adopting that standard in
this final rule. That standard and the NCPDP Batch
Implementation Guide Version 1.1 are adopted for retail
pharmacy drug claims or equivalent encounter information
(§162.1102), eligibility for a health plan (§162.1202), and
coordination of benefits (§162.1802).

2. Referral Certification and Authorization Transaction

We proposed to adopt the NCPDP Batch Implementation
Guide Version 1.1, supporting the NCPDP Telecommunication
Guide Version 5.1, for the NCPDP Data Record in the Detail
Data Record, as the standard for the referral certification
and authorization transaction. Adopting this standard
would enable the reporting of all the data that are
critical to retail pharmacy prior authorization
transactions. This standard would replace the

ASC X12N 278 - Request for Review and Response Transaction,
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which, according to information we received from the retail
pharmacy industry, does not support data that are critical
to retail pharmacy prior authorization transactions. The
ASC X12N standards development process for modifying
standards could not be completed in time to change the
standard to make it useable for retail pharmacy prior
authorization transactions before the October 16, 2002
compliance date for the Transactions Rule. The NCPDP
standard adequately supports this transaction for retail
pharmacy, 1is currently in widespread industry use, and the
revised 278 would not present significant advantages over
it. We expect the NCPDP will continue to be the standard
in the future. This modification would not affect the
standard for dental, professional, and institutional
referral certification and authorization transactions,
which is the ASC X12N 278 standard transaction.

Comment: One commenter asked i1if the standard would
apply only to retail pharmacy drug referral certifications
and authorizations. The commenter believed it should apply
to all retail pharmacy referral certifications and
authorizations, including supplies.

Response: The standard would only apply to retail
pharmacy drug referral certification and authorization

transactions.
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All of the commenters supported this proposal. We are
adopting in this final rule the NCPDP Batch Implementation
Guide Version 1.1 that supports the NCPDP Telecommunication
Version 5.1, as the referral certification and
authorization transaction standard for all retail pharmacy
drug claim certification and authorization transactions
(§162.1302) .

3. Health Care Claim Payment and Remittance Advice
Transaction

In the May 31, 2002 proposed rule, we proposed to
adopt the ASC X12N 835 - Health Care Claim Payment/Advice,
Version 4010, May 2000, and any adopted modifications to
it, for retail pharmacy transactions. Adopting this
standard would enable health plans to generate
HIPAA-compliant remittance advice transactions for
pharmacies. The NCPDP standard format adopted by the
Transactions Rule would not have the capability of
generating a per claim remittance advice transaction.

Comment: Several commenters pointed out that the
proposed provisions in §162.1602 list "dental,
professional, and institutional health care claims and
remittance advice" and recommended adding "retail pharmacy"

to that list, or removing the list entirely.
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Response: We agree with these comments and note that
the ASC X12N 835 is currently the standard for health care
claims payment and remittance advice for dental,
professional, and institutional claims. Adopting the
ASC X12N 835 for retail pharmacy health care claims payment
and remittance advice would mean that it would be the
standard for all types of health care claims. Therefore,
there would be no need to include a list that specifies the
applicable claims transactions. In this final rule, we are
removing the list at §162.1602.

Comment: A commenter suggested that pharmacies should
not have to implement both ASC X12N and NCPDP standards at
this time, and that at some point after the compliance
date, future harmonization may be practical.

Response: Many entities today use the formats of more
than one Standards Development Organization (SDO) for the
electronic transactions they conduct. In addition, many
entities are preparing to do so to comply with regulations.
In this situation, however, the NCPDP format does not
adequately support the health care payment and remittance
advice transaction.

The majority of commenters who submitted comments on
this proposal supported the adoption of the ASC X12N 835

for this standard, including three major pharmacy
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organizations. Therefore, in this final rule, we are
adopting the ASC X12N 835 - Health Care Claim
Payment/Advice as the standard for retail pharmacy health
care payment and remittance advice (§162.1602).

4. National Drug Codes (NDC) Code Set

In CMS-0003-P, we proposed to repeal the National Drug
Codes (NDC) as the standard medical data code set for
reporting drugs and biologics in institutional,
professional, and dental claims (that is, in non-retail
pharmacy drug claims). (Drugs are not reported in the
adopted standard dental claim transaction.) This repeal
would leave no standard in place for use in reporting drugs
and biologics on those claims. A health plan could require
a provider to use any one of the applicable code sets
permitted by the Implementation Guides for that purpose.

The NDC code set is maintained by the Food and Drug
Administration (FDA) within HHS. It is required for use on
the NCPDP claim format, which is the standard for retail
pharmacy drug claims. Retail pharmacies have traditionally
used the NDC. However, currently in the professional and
institutional health care sectors, the NDC is used much
less often. The primary code set used for reporting drugs

and biologics in those sectors is the Healthcare Common
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Procedure Coding System (HCPCS)'. 1In the Transactions Rule,
the Secretary adopted the NDC as the standard for reporting
drugs and biologics on all claims. The Secretary adopted
HCPCS codes as the standard for reporting supplies and
orthotic and prosthetic devices and durable medical
equipment, and, in combination with the Current Procedure
Terminology, Fourth Edition, for reporting physician and
numerous other health care services, on all claims.

HCPCS codes are grouped in "series." FEach series
begins with an alpha character, and similar items are
usually grouped under the same single or multiple series.
The "J series" is comprised of drugs, primarily generic
drugs, and traditionally these drugs have been limited to
drugs that are payable under the Medicare program. Several
drug codes, however, are present in other HCPCS series for
reasons that are not relevant to this discussion. The NDC,
on the other hand, is currently assigned to drugs subject
to listing requirements under section 510 of the Federal
Food, Drug, and Cosmetic Act. The NDC is assigned to
generic as well as brand name drugs. HCPCS codes are five

positions in length, whereas the NDC adopted by the

! When the name of the Health Care Financing Administration was changed to the

Centers for Medicare & Medicaid Services in 2001, the name of this coding
system was changed from the "Health Care Financing Administration Procedure
Coding System" to the "Healthcare Common Procedure Coding System."
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Transactions Rule, was originally developed as a 10-digit
identifier and, when used in computer systems, may yield an
11-digit number.

With the adoption of the NDC as the standard, the
HCPCS codes would not be permitted to be used in a
HIPAA-compliant transaction, because the NDC would be the
adopted standard for reporting drugs and biologics.

There have been many discussions about the use of the
NDC in professional and institutional claims since
publication of the Transactions Rule. Many members of the
professional and institutional sectors did not believe that
the NDC should be used on their claims. The NCVHS held
hearings and heard the testimony of members of the health
care industry on this issue. Information provided in that
testimony led us to develop the proposal to repeal the NDC
as the standard for reporting drugs and biologics on all
but retail pharmacy drug claims. In CMS-0003-P
(67 FR 38044), we explained why the Secretary adopted the
NDC and why the Secretary was proposing the repeal.

CMS-0003-P (67 FR 38044) also solicited comments on an
alternative proposal to adopt an alternative standard——in
place of the NDC, to be used to report drugs and biologics
on non-retail pharmacy transactions. We proposed that the

HCPCS code set be the alternative standard. Below we
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discuss comments on the proposal to repeal the NDC and the
proposal to adopt an alternative standard for non-retail
pharmacy transactions.

We received approximately 200 comments on this issue.
The comments fell into three major categories: (1) Repeal
the NDC as the standard medical data code set for
professional, institutional, and dental claims and have no
standard code set; (2) repeal the NDC, but adopt HCPCS as
the standard code set; and (3) retain the NDC as the sole
standard code set for claims from all sectors.

Comment: A number of commenters supported our
proposal to repeal the NDC and adopt no standard in its
place. These commenters, many of which were major health
care industry organizations, indicated the following:

(1) The current Implementation Guide usage of the NDC
should remain constant and the Implementation Guide should
define when the NDC would be used; (2) if no code set was
selected, the Implementation Guides should not permit
payers to require providers to use local code sets for
drugs and biologics; (3) the cost of converting to the NDC
was very high and would not justify the benefits, if any;
and (4) not naming a standard would give the industry time
to fully evaluate current practices and identify preferred

alternatives.
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Conversely, the proposed repeal was not favored by
some Medicaid State agencies, as they are required to use
the NDC to report drugs and biologics to receive drug
rebates.

Response: We agree that repealing the NDC and having
no standard would be responsive to the needs of health
plans and health care providers who want to evaluate
further the use of NDC. The absence of a standard would
permit the use of any codes as long as that use is
supported by the Implementation Guide for the transaction.
Repealing the NDC and having no standard would also address
the concerns of many health care providers who cited the
high cost and low benefit of conversion; they could
continue to use HCPCS codes. Having no standard would
allow many health care entities to continue their current
coding practices, reducing the implementation burden, and
would accommodate State agencies’ requirement to report
NDCs for drug rebate programs. Additionally, if there were
no standard, the selection of the code set to be used would
likely be specified by health plans via trading partner
agreements, as long as the Implementation Guides permitted
that selection.

Comment: The majority of commenters supported the

repeal of the NDC and the adoption of HCPCS as the sole
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standard for reporting drugs and biologics on non-retail
pharmacy transactions. Many of these commenters were
institutional providers. They indicated that drug
information, which is often not reported on institutional
claims, is rarely used to compute payment because claims
are usually paid under prospective payment systems. Since
drugs are rarely reported on institutional claims,
institutional healthcare providers would derive no benefit
from the expensive transition from HCPCS codes to the NDC.

Response: Repealing NDC and adopting HCPCS as the
standard would allay the concerns of some health care
providers that more health plans might decide to implement
the NDC at some point in the future. However, adopting
HCPCS as the sole standard would not respond to the needs
of health plans and health care providers where the
specificity of the NDC is needed to compute payment or
collect drug rebates.

Comment: Other commenters supported retaining the NDC
as the standard for reporting drugs and biologics on
non-retail pharmacy drug claims. Much of the support for
retaining the NDC came on behalf of State Medicaid
agencies, which must use the NDC in order to receive drug

rebates.
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Response: As we have indicated, the NDC retains
certain advantages over HCPCS, such as in the area of
computing payments and collecting drug rebates.
Additionally, the NDC enables health care providers and
health plans to track effectively the utilization of drugs
and access certain manufacturer information regarding the
drugs. We also acknowledge that State Medicaid agencies
have strongly encouraged retaining the NDC for reporting
drugs and biologics on non-retail pharmacy drug claims.
Retaining the NDC, therefore, as the standard would respond
to the needs of health plans and health care providers who
need specificity in computing payments and collecting drug
rebates. It would also foster consistent drug coding for
claims and among health care providers.

Simply retaining the NDC as the sole standard,
however, would not adequately respond to the express
concerns of those health care providers who commented that
the cost of conversion to NDC would be high while the
benefits would be low or non-existent. Moreover, the
majority of commenters did not support keeping the NDC as
the sole standard for reporting drugs and biologics for
non-retail pharmacy sectors. We concluded that adopting
either the NDC or the HCPCS would fail to address many of

the concerns raised.
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In our considerations, we recognized that both the NDC
and HCPCS remain two of the most prevalent and useful code
sets for reporting drugs and biologics in non-retail
pharmacy transactions. The benefits of each code set
complement the other’s advantages very well.

We therefore decided, as we had proposed in
CMS-0003-P, to repeal the adoption of the NDC for
institutional and professional claims, while allowing the
NDC to remain the standard medical data code set for
reporting drugs and biologics for retail pharmacy claims.
We believe that this decision best addresses the majority
of comments received, in that for institutional and
professional claims, the choice of code set will continue
to be governed by trading partner agreements. However, we
wish to stress that the intent of this decision is to give
covered entities the full range of choices in determining
which code set to use with respect to these claims,
including the HCPCS and NDC codes that have been adopted as
standards for other uses. Covered entities that use HCPCS
should utilize the established process for requesting new
codes, rather than supplementing the code sets with locally
developed codes.

The result of this repeal will be that there is no

identified standard medical data code set in place for
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reporting drugs and biologics on non-retail pharmacy
transactions. The absence of a code set would not preclude
the use of NDC for reporting drugs and biologics by covered
entities on standard transactions. Covered entities could
continue to report drugs and biologics as they prefer and
agree upon with their trading partners.

Comments from the different parts of the industry
demonstrated that no one code set is able to meet the
different needs now addressed by the NDC and HCPCS.
Adopting no standard at this point will allow for
innovation, and permit development of new coding systems
that meet the full range of business needs. Comments also
indicated that the costs for a hospital or other
institution to comply with the NDC for reporting drugs and
biologics on institutional claims could exceed its costs
for adopting all other HIPAA transaction standards. For
many health care providers, entire claim systems would need
to be replaced, re-engineered, or both.

We also considered the concerns expressed by the NUBC
regarding the use of the NDC on institutional claims,
including hospital claims. NUBC has indicated that
reporting specific drugs on institutional claims introduces
a systems technology requirement that is inconsistent with

inpatient claims submission and institutional provider
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reimbursement, which are typically based on a Diagnosis-
Related Group or per diem payment methodology. The NUBC
has also expressed its belief that the NDC coding system is
more suited for inventory control and is not appropriate
for institutional provider billing, and further that the
NDC pertains to retail pharmacy claims only and should not
be applicable to institutional claims.

We are also aware that retaining the NDC as the sole
standard for institutional claims would pose significant
operational issues on institutional pharmacies because of
systems incompatibility among the pharmacies, inpatient
medical records, and inpatient accounting systems.
Physicians generally order drugs for patients through the
hospital pharmacy department by name, unit, and dosage
frequency. The pharmacy department however does not
reference the NDC to initiate the charge transaction.
Additionally, the NDC formats do not provide information
related to actual dosages administered, or provide a
methodology for multiple billing increments. Attempts by
the industry to develop a complete crosswalk from the
current HCPCS codes to the NDC have been unsuccessful.

Another important factor in our decision, as we
mentioned in CMS-0003-P, was the information we received

from the Subcommittee on Standards and Security of the
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NCVHS as a result of the public hearings it held on
February 1, 2001, regarding HIPAA implementation issues and
the NDC. 1In addition to the problems we identified above,
concerns expressed during that meeting included the burden
of training additional ancillary staff to use the NDC and
the potential for increases in medical errors when new
system interfaces for drug dispensing systems are created.

The NCVHS in a February 22, 2001 letter to the
Secretary recommended that the Secretary repeal the
adoption of the NDC as the standard medical data code set
for reporting drugs and biologics in standard transactions
other than retail pharmacy transactions. It also suggested
that HCPCS codes as well as the NDC continue to be used in
the standard institutional and professional claim
transactions. Moreover, the NCVHS explained that it
believes that no drug coding system in existence today
meets all the needs of the health care industry. A future
coding system that could be used effectively and
efficiently for drug inventory, pharmacy transactions,
patient care, billing arenas, and ensuring patient safety
would be the best answer to this problem, according to the
NCVHS.

We note therefore that another significant advantage

to repealing the adoption of the NDC for reporting drugs
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and biologics in non-retail pharmacy standard transactions
and not adopting a replacement standard code set at this
time is that the industry and HHS will have time to explore
the development of a new drug coding system to meet current
and future needs of this sector of the health care
industry. We would note that the Implementation Guides for
institutional and professional claim transactions currently
recognize the use of only the NDC and HCPCS codes for drugs
and biologics. See the discussion at Section G.2 below.
The developer of a new code set could request that it be
included in the guides wvia the DSMO maintenance process.

Thus, based on comments received and our own review of
the available code sets, we believe that our decision to
repeal the adoption of the NDC as the standard medical data
code set for reporting drugs and biologics in all non-
retail pharmacy transactions is the best and most
appropriate decision at this time. Repealing the NDC as
the standard medical code set for reporting drugs and
biologics in non-retail pharmacy transactions also raises
opportunities for the development of a more robust drug
coding system that overcomes the deficiencies inherent in
the NDC and HCPCS codes for reporting drugs and biologics
on standard transactions. For example, because of the

inadequacy of existing codes for drug products, and the
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need for harmonization of medical terminology, the FDA has
been working with the National Library of Medicine and the
Department of Veterans Affairs to develop improved drug
codes.

In preparing this final rule, we consulted with the
FDA and noted that the FDA is preparing two new regulations
that relate to the use of the NDC number that will be
proposed for public comment soon. Both proposed rules will
propose changes related to coordinating the NDC with bar
coding. It is expected that the proposed changes will make
the NDC number more useful to those who choose to use the
NDC.
5. Retail Pharmacy Drug Claims

The Transactions Rule adopted the NCPDP transaction as
the standard for retail pharmacy drug claims
(§162.1102(a)), and the ASC X12N 837 - Professional Health
Care Claim as the standard for professional services
(§162.1102(c)) . Neither of our May 31, 2002 proposed rules
solicited comments on the formats to be used by retail
pharmacies when submitting claims for drugs, supplies,
durable medical equipment, prosthetics, orthotics, and
professional services.

The DSMOs are currently discussing this item in their

consideration of two pending change requests that were
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introduced into the DSMO process within the past year.
(These requests were not submitted in time to be considered
under the "fast track" approach described in this final
rule in section I. C., "Designated Standard Maintenance
Organization (DSMO) Process.")

In submitting comments on issues presented in our two
May 31, 2002 proposed rules, some commenters included
comments on the formats for retail pharmacy drug claims for
items and services other than drugs. Such items included
syringes, which are supplies that are usually purchased
with drugs such as insulin. Services included
consultations with patients and the administration of
vaccines (such as the influenza vaccine) to individuals.
The issue of the format on which retail pharmacy supply
claims should be billed is tied closely to business
practices of retail pharmacies and the administration of
pharmacy and medical benefits by health plans. The
Transactions Rule adopted a standard for retail pharmacy
drug claims, and adopted standards for professional,
institutional, and dental claims. It did not state
specifically, except with respect to retail pharmacies
using the NCPDP claim format, the particular types of
health care providers that would use the professional and

institutional ASC X12N 837 standard claim formats. The
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Implementation Guides themselves do not specify the types
of health care providers that are expected to use those
standards.

Commenters requested additional clarification of the
formats (the implementation specifications) to be used by
retail pharmacies in submitting claims for supplies and
professional services. Below are specific comments and our
responses.

Comment: We received comments requesting that the
Secretary adopt the NCPDP format for retail pharmacy
supplies and services. We also received some comments
requesting that the Secretary adopt both the NCPDP format
and the ASC X12N 837 format for submitting claims for
supplies and services furnished by retail pharmacies, and
allow the type of benefit (pharmacy or medical) to
determine which format would be used. Commenters stated
that splitting claims by billing drugs using the NCPDP
format and supplies using the ASC X12N 837 Professional
format was burdensome, and that the real-time functionality
achieved with the NCPDP format could not be used for
billing the supplies that are furnished in conjunction with
dispensing the drug. We received conflicting comments
regarding the billing of professional pharmacy services

using the NCPDP format. These commenters preferred using
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the ASC X12N 837 Professional claim for billing
professional pharmacy services.

Response: The commenters expressed differing business
needs and concerns. Some commenters included supporting
rationale and Jjustifications, while others did not. It is
apparent that much information still needs to be obtained
and analyzed before we consider modifying the standards
published in the Transactions Rule. We are aware that the
comments do not represent a complete picture of the
industry because we did not solicit comments specifically
on this issue. Since formats for billing retail pharmacy
supplies and professional services were not proposed in
CMS-0005-P (67 FR 38050), or CMS-0003-P (67 FR 38044), many
people who may have information pertinent to this issue did
not comment on it.

Comment: Approximately one-third of the commenters
stated that the NCPDP format should not be used by retail
pharmacies to submit claims for professional services; they
did not provide supporting rationale.

Response: The NCPDP format is not used extensively by
retail pharmacies to bill for professional services. Many
retail pharmacies currently use the CMS-1500 "Health
Insurance Claim" (the professional paper claim) in

submitting claims for professional services.
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Comment: Some commenters indicated that a more
consistent and effective approach would be for retail
pharmacies to use the NCPDP format for all claims,
regardless of the type of service. Some commenters also
elaborated on the benefits of NCPDP’'s real-time
transaction.

Response: This approach would benefit retail
pharmacies, which currently use the NCPDP format. However,
the Transactions Rule states that claims for drugs are to
use the NCPDP claims transaction. This means that retail
pharmacy claims that are not for drugs are to use the
ASC X12N 837 Professional claims transaction.

Comment: Other commenters believed that both the
NCPDP and the ASC X12N formats should be used by retail
pharmacies. Some of these commenters stated that drug
claims and claims for supplies that are closely related
should continue to be billed on the NCPDP format, and that
claims for professional services and supplies that are not
tied to drugs should be billed on the ASC X12N 837
Professional, which is the adopted standard for claims for
supplies and professional services, and is the transaction
standard that other health care providers will use for
these types of claims. Several of these commenters

indicated that the NCPDP format should be used for claims
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that fall under pharmacy benefits, and the ASC X12N 837
Professional format should be used for claims that fall
under medical benefits. Some commenters expressed concern
about the lack of clear industry guidelines for determining
pharmacy benefits and medical benefits. Others stated that
both formats should be adopted, and that health plans
should determine the situations for the use of each.

Response: The Transactions Rule adopts in
§162.1102 (a) the NCPDP format for retail pharmacy drug
claims and the ASC X12N 837 Professional claim format for
claims for supplies and professional services. The
Transactions Rule does not specify the items or services
that would be billed on the ASC X12N 837 Professional
claim. We will be providing additional guidance by other
means on this issue.

C. Proposal to Adopt Modifications to the Standards

Adopted in the Transactions Rule

We proposed in CMS-0005-P (67 FR 38050) to adopt
modifications to certain standards adopted in the
Transactions Rule (65 FR 50312). The modifications we
proposed were the result of the DSMO process to maintain
standards adopted by the Secretary and to process requests
for adopting new standards or modifying adopted standards.

(The DSMO process is described in section I. C. of this
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rule.)

The versions of the Addenda adopted in this final rule
are referenced by the suffix "Al" and dated October 2002.
It is important to note that these versions become final
with publication of this final rule. Consequently, the
October 2001 date is revised to October 2002 to reflect the
final versions of the adopted Addenda.

D. Composition of the Addenda

Addenda are defined as modifications to items in the
implementation specifications that could be considered
impediments to implementation. They are first published in
draft form and go through the rulemaking process before
becoming final.

Two hundred thirty-one change requests were submitted
to the DSMOs for consideration. Eighty-five were returned
to submitters because the Implementation Guides already met
the specific business need, or the need was not well
substantiated; 21 were determined to be unnecessary for
initial implementation and were, therefore, recommended for
future changes; six were withdrawn by their submitters; and
seven were referred to the Secretary as policy issues
requiring resolution. The remaining 115 change requests
were approved by the DSMOs and comprise the various

Addenda.
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Forty-eight of the 115 change requests were
maintenance items to correct minor errors, or provide
clarifications in the standards. Maintenance changes are
technical corrections made by DSMOs to correct
typographical errors or other non-substantive changes.
Maintenance changes exclude activities related to the
adoption of a new standard or implementation specification
or modification to an adopted standard or implementation
specification. Maintenance changes are typically changes
that are obvious to readers of the Implementation Guides,
are not controversial, and are essential to implementation.
These maintenance items are the result of DSMO change
requests that were approved and recommended for adoption
via the DSMO process. Therefore, we are not including a
discussion of them in this final rule.

The remaining 67 of the 115 change requests were for
substantive modifications to the standards, and they are
detailed below.

E. Proposed Modifications to the Standards

* Changing usage of data elements from required to

situational (about 20 percent of total reques